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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)|EI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |El Claim(s) 18 and 19 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) M Claim(s) 18 is/are allowed. 

6) S Claim(s) 19 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) EI The drawing(s) filed on 09 December 2003 is/are: a)Kl accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P er No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) □ Notice of formal Patent Application (PTO-1 52) 
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DETAILED ACTION 

Claims 1-18 have been cancelled. Therefore, claims 18 and 19 are currently 
pending in this application. 

Priority 

This Application is a divisional of US Application Serial No. 09/309,464, filed 
May 11, 1999, now US Patent No. 6,673,828 Bl issued January 06, 2004which claims 
the benefit of US Provisional Application 60/332,284 filed Novemberl6, 2001. 

Claim Rejections - 35 USC § 112 
1 . The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 19 is rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and/or 
use the invention. 

Regarding claim 19, the specification does not give any guidance as to the full 
range of cancer diseases which could be treated using the instant claimed compound. In 
In re Wands , 8 USPQ2d 1400 (1988), factors to be considered in determining whether a 
disclosure meets the enablement requirement of 35 U.S.C. § 112, first paragraph, have 
been described. They are: 

1. the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 
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6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

In the instant case, applicants are claiming a method of treating "tumor" .The 
nature of pharmaceutical arts is that it involves screening in vitro and in vivo to determine 
which compounds exhibit the desired pharmacological activities. There is no absolute 
predictability even in view of the seemingly high level of skill in the art. The existence 
of these obstacles establishes that the contemporary knowledge in the art would prevent 
one of ordinary skill in the art from accepting any therapeutic regimen on its face. As 
defined the compound reads on treating all tumors which is broader than the enabling 
disclosure. The cancer therapy art remains highly unpredictable, and no example 

exists for efficacy of a single product against tumors generally. Specifically, Internal 
Medicine, 4th Edition, Editor-in-Chief Jay Stein, Chapters 71-72, pages 699-715, 
teaches that the various types of cancers have different causative agents, involve 
different cellular mechanisms, and, consequently, differ in treatment protocol. It is 
also known that certain tumors are dependent upon estrogen for their induction or 
stimulation (e.g. breast tumors) and others are not. See USPs 4605661 and 
4916144. Chemotherapeutic agents are frequently useful against a specific type of 
neoplasm and especially with the unpredictability of the art there are no drugs broadly 
effective against all forms of cancer. (Carter, S. K. et al. Chemotherapy of Cancer; 
Second edition; John Wiley & Sons : New York, 1981; appendix C). The compounds 
which are disclosed in the specification have no pharmacological data regarding the 
treatment of specific types of cancer or tumors. It is suggested to that the claim be limited 
to the specific cancer diseases contemplated in the specification. 
Allowable Subject Matter 



Application/Control Number: 1 0/732,867 Page 4 

Art Unit: 1626 

Claim 1 8 is allowable over the prior art of record. 

Telephone Inquiry 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kamal A Saeed whose telephone number is (571) 272- 
0705. The examiner can normally be reached on M-T 7:00 AM- 5:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. Joseph K. McKane, can be reached at (571) 272-0699. 

Communication via Internet e-mail regarding this application, other than those 
under 35 U.S.C. 132 or which otherwise require a signiture, may be used by applicant 
and should be addressed to [joseph.mckane@uspto.gov]. All Internet e-mail 
communications will be made of record in the application file. PTO employees will not 
communicate with applicant via Internet e-mail where sensitive data will be exchanged or 
where there exists a possibility that sensitive data could be identified unless there is of 
record an express waiver of the confidentiality requirements under 35 U.S.C. 122 by the 
applicant. See the Interim Internet Usage Policy published by the Patent and Trademark 
Office Official Gazette on February 25, 1997 at 1 195 OG 89. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or public PAIR only. 
For more information about the pair system, see http://pair-direct.uspto.gov . Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197. 
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